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European Organization for Research  

and Treatment of Cancer (EORTC) 

•   Private and not-for-profit organization created in 1962 

• Main mission: promote and conduct research to improve 
cancer survival and improve quality of life 

• Core activity: conduct clinical trials 

  International 

  Multidisciplinary 

  Develop new treatments 

  Define new standards of care 

  Large academic trials 

 

 



 EORTC Structure:  21 clinical groups  

of 600 centers across the EU 
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The Volunteers: network of the EORTC 

Quality of Life Group: 2019 (Croatia) 

5 



  Quality of Life environment  

at the EORTC 
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Small department to oversee QOL research across the 
EORTC 

Clinical trials 
Outcome 

 measures 
Methodological  

research 

Three core areas 



QOL and outcome measures  
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The EORTC Modular Approach:  

 Disease specific 
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• Modules, designed to be 

administered in 

conjunction with the 

QLQ-C30, and specific 

to: 

• Tumour types  

• Treatment modality 

• HRQoL domain 

• Population 

Core 
QLQ-C30  

Module 

EORTC QLG 
Measurement 

System 

The EORTC Modular Approach:  

 Disease specific 

72 modules (32 fully validated) 



Translations 
What languages are EORTC measures in? 

 

From Arabic 

to  Zulu 

QLQ-C30 – More than 100 translations! 



  

A more flexible approach to PRO  

assessment … 
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EORTC Item Library 

FDA correctly points out the inability of ‘static questionnaires’ to ensure content 
validity in trials of new drugs 

 

Item library: Allows to create ad-hoc 
item lists specific to a given trial 

https://www.eortc.be/itemlibrary/ 

 

Select Items specific to the research hypothesis. 

 reduce burden by minimizing number of questions 

 Less redundant or irrelevant questions 

 Increased flexibility and efficiency 

 More tailored to the needs of specific treatments and populations  

 



Computerized adaptive test (CAT) 

 
• Works in conjunction with item banks/libraries. 

 

• Optimises measurement precision & flexibility based on Item Response 

Theory 

 CAT version of the EORTC QLQ-C30 has been developed 

 Item selection is tailored to the individual based on responses to prior items 

 CAT item banks (260 items) fully validated for the EORTC QLQ-C30 domains 

 

• Evaluations indicate higher measurement precision and thereby increased 

statistical power of the CAT compared to the standard QLQ-C30. 

 

• CAT software under validation for use in clinical trials (expected release 

01/09/22) 
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EORTC CAT Core 



  

Methodological standards in trials 
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Is there a lack of gold standards 

for QoL parts of trials? 

Standards for QoL reporting in trials 

Standards for QoL reporting in 
protocol 

Standards for QoL analysis?  

CONSORT/ 
CONSORT PRO 
2014 

SPIRIT-PRO 
2018 

SISAQOL 
Sept 2019  

No standardization in the 
use and analysis of QoL 
data 

Two identical trials being 
analyzed in different 
ways, leading to different 
conclusions 

• Different interpretation of 
findings depending on how 
data is analyzed 

• Undermine the credibility 
of the QoL field  
   

 

A Consortium “Setting International Standards in Analysing Quality of Life” (SISAQOL) 



SISAQOL-IMI recommendations framework 
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SISAQOL-IMI 

 

• Help align the objective with the design and 
statistical analysis 
 

• And ensure that the PRO results and conclusions 
address the intended PRO objective.  

 
https://www.sisaqol-imi.org/ 



Clinical Trials and QOL 
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EORTC Clinical trials with HRQOL outcomes 

Total HRQOL on clinical (since 1990) 
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Type of Trial Total 

Phase II 20 

Phase II/III 40 

Phase III 190 



• EORTC phase 3 RCT showed the clinical 
benefits of Adjuvant Therapy With Pegylated 
Interferon Alfa-2b Versus Observation in Stage 
III Melanoma.  

• PEG-Interferon was approved by FDA based 
on clinical results. The QOL data showed some 
major negative impact on patients QOL 
compared to placebo, so the treating 
physician can inform patients of the negative 
impact on QOL to patients 
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Selected top line results of key  

EORTC trials with QOL 

• Demonstrated that chemotherapy with the drug 
temozolomide in conjunction with radiotherapy 
increases survival for patients with glioblastoma 
(the most common type of malignant brain 
tumor) with no negative impact on QOL 

• The drug was approved by FDA/ EMA with 
supporting QOL 

 

NEJM 2005 JCO 2009 



Analysis and meta analysis studies 

• Prognostic value of QoL 

• Reference values for QoL 

• Interpretational guidelines: MID/thresholds 

• Data sharing: https://www.Eortc.Org › data-sharing 

Long-term follow-up / Survivorship  

• Late Toxicity 

• Long-term Quality of Life  

• QoL tools for survivors 

More on Research at the EORTC 
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Current times – 2022 

• QoL or PROs is not a new concept 

• Scepticism is much lower 

• Robust standardised measures 

• Hundreds of translations  

• Dozens of disease measures 

• Fewer Investigators are debating the added value of QoL 

 

Summary 



Summary 

 

• Many more studies worldwide have shown the added value of QoL: 
but almost always as a secondary endpoint 

 

• FDA and EMA value QoL. 

 

• However, standards must continue to improve 
 Classic trial design                 Novel trial design 

 

• We will expect to see more use of QoL in the coming decade and 
better electronic tools 

 

• QoL constitutes an important aspect of cancer research and care: it 
gives voice to patients, putting their experience at the forefront.  
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Thank you 

Special thanks to: 

• Andrew Bottomley 

• Corneel Coens 

• Madeline Pe 

• Hugo Vachon 

• Dagmara Kulis 

• Irina Ghislain 

• EORTC QoL Group 

• EORTC Item library: https://www.eortc.be/itemlibrary/ 

• EORTC CAT: https://qol.eortc.org/cat/ 

• SISAQOL-IMI: https://www.sisaqol-imi.org/ 

• EORTC QLG: https://qol.eortc.org/ 

 

 

https://www.eortc.be/itemlibrary/
https://qol.eortc.org/cat/
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Supplementary slides 
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Working definition of HRQOL 

Dynamic Multi-dimensional Subjective 



EORTC network in 2016 – key facts and 

figures 
• 200,000 patients in follow-up in the databases from 35 

countries 
 

• 4000 patients entered into clinical trials every year 
 

• 150 trials currently open to patient entry 
 

• 25 new trials opened in 2015, 15 with QOL endpoint 
 

• 200 trials with QOL in since 1996 
 

• 600 institutions from 35 countries involved in our trials 
 

• 100 members of the QOL group since 1986  
 

• 450 publications every 2 years (JCO, NEJM, LTO, etc) 
 
 



• Item banks developed for computerized adaptive testing 

(CAT) of 14 dimensions of the QLQ-C30 (global health 

status/QoL not included)  

• Administered electronically 

• Possibility to create short forms for paper administration 

• For each QLQ-C30 dimension (item bank), the CAT: 

• Measures the same dimensions as the original QLQ-C30 

• Includes the original C30 items 

• Uses EORTC “item style” (e.g., same response options, 

timeframe, etc.) 
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EORTC CAT Core 

https://qol.eortc.org/cat/  

https://qol.eortc.org/cat/
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Old model 
• Classic trial design 

• Fixed population 
• Fixed intervention 
• Fixed characteristics 

• PRO instruments 
• General coverage 
• Paper administration 
• Static questions 

New model 
• Novel trial design 

• Basket trials 
• Umbrella trials 
• Adaptive designs 

• PRO instruments 
• Tailored topics 
• ePRO 
• Dynamic question set 

Shift in trial design 

Increased uncertainty in validation, implementation and interpretation 


